Phase II study of paclitaxel and irinotecan with intercalated gefitinib in patients with advanced non-small-cell lung cancer.
We conducted a phase II study of combination chemotherapy with paclitaxel (Pac) and irinotecan (CPT) alternating with gefitinib (Gef) to determine the qualitative and quantitative toxicities and efficacy of this combination against advanced non-small-cell lung cancer (NSCLC). Patients with stage IIIB or IV NSCLC were treated with CPT at 60 mg/m2 and Pac at 160 mg/m2 on day 1 followed by Gef at 250 mg per day on days 8 to 14 every 3 weeks. Between April 2005 and March 2006, 16 patients received the chemotherapy with Pac and CPT alternating with Gef. Eleven patients received 4 to 6 cycles, except for 5 patients who discontinued treatment in the second or third cycles because of disease progression in 2, grade 3 pneumonitis with pulmonary infiltration in 2, and decreased performance status in 1. Grade 3 toxicities were neutropenia, an increased glutamic pyruvic transaminase level, allergy, pneumonitis, anorexia, and fatigue. Elevation of the serum glutamic oxaloacetic transaminase level after 1 cycle was the only grade 4 toxicity. Seven of 16 patients achieved a partial response and the overall response rate in the prospective study was 43.8%. The median survival time was 18.1 months. The 1- and 2-year survival rates were 56.3% and 43.8%, respectively. Pac and CPT combined with Gef was not effective enough for NSCLC.